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New issue being considered by
ACIP HPV Vaccines Work Group

0 An application to expand the age indication for 9-valent HPV
vaccine through age 45 years in males and females was
submitted to FDA in April 2018

= Current licensure is through age 26 years
0 FDA accepted the application and will give this a priority review

0 Focus of this HPV session is to begin the evidence review for
policy considerations



Recap: HPV Vaccine Session
February 2018 ACIP Meeting

QO Post-licensure 9-valent HPV vaccine safety data
= VAERS and VSD - reassuring safety findings

0 Harmonization of HPV vaccination age recommendations for
females and males through age 26 years: background data

= Burden and trends in HPV-associated cancers in males and females
= Epidemiology of HPV infection in males
= Work Group plans

VAERS, Vaccine Adverse Events Reporting System; VSD, Vaccine Safety Datalink.



Application for expansion of age indication
for 9-valent HPV vaccine

0 ACIP HPV Vaccines Work Group was informed of the application for
the age expansion between February and June 2018 ACIP meetings

0 Work Group calls have focused on background information related to
the expanded age

0 Harmonization will be part of considerations going forward as the
Work Group considers evidence for the expanded age indication

= There is strong support on the Work Group for harmonization



Agenda for June 2018 HPV session

0 Background
a HPV vaccine in mid-adults, results from clinical studies

0 Considerations and Work Group plans
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